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Status 

1)[3 Responsive to communication(s) filed on 19 January 2006 . 
2a)D This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 
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4) I3 Claim(s) 1-59 is/are pending in the application. 
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Art Unit: 1644 

DETAILED ACTION 

1. Applicant's amendment/remarks, filed 01/19/2006, are acknowledged. 

Claims 1-59 are pending. 

2. Applicant's election without traverse of Group I (claims 1-14 and 42 - 43) in 
the reply filed on 01/19/2006 is acknowledged. 

Applicant further elected the Species of B7-H1 variant recited in claim 8. 

However, in the interest of compact prosecution, examination has been extended 
to include all the recited species of sequence variants of B7-H1. 

3. Claims 15-41 and 44 - 59 are withdrawn from further consideration by the 
Examiner, under 37 C.F.R. § 1.142(b), as being drawn to nonelected inventions. 

Claims 1-14 and 42 - 43 are under consideration in the instant 
application. 

4. This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 

1 .821 through 1 .825 for the reason(s) set forth herein. 
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Upon review of the instant application, it is noted that the sequences disclosed at 
least in Figure 9 are not accompanied by SEQ ID Numbers. Applicant is reminded of 
the sequence rules which require a submission for all sequences of more than 9 
nucleotides or 3 amino acids (see 37 CFR 1.821-1.825) and is also requested to 
carefully review the submitted specification for any and all sequences which require 
compliance with the rules. Applicant is reminded to amend the specification and the 
claims accordingly. The SEQ ID Numbers for a sequence shown in a drawing may be 
incorporated either as part of the drawing or in the Brief Description of the drawing. 

Applicant must comply with the requirements of the sequence rules (37 
CFR 1.821 - 1.825) in response to this Office Action. 

5. Applicant's claim for domestic priority under 35 U.S.C. 1 19(e) is 
acknowledged. The provisional application USSN 60/60/416,203 upon which priority is 
claimed appears to provide adequate support under 35 U.S.C. 1 12 for subject matter 
claimed in the instant application. 

6. The title of the invention is not descriptive. A new title is required that is 
clearly indicative of the invention to which the claims are directed. 

7. Applicant's IDS, filed 08/13/2004, is acknowledged, and has been considered. 

8. The use of trademarks has been noted in this application (e.g. pBlueBac on 
page 12). Each letter of the trademarks should be capitalized wherever it appears and 
be accompanied by the generic terminology. Although the use of trademarks is 
permissible in patent applications, the proprietary nature of the marks should be 
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respected and every effort made to prevent their use in any manner which might 
adversely affect their validity as trademarks. 



9. The following is a quotation of the second paragraph of 35 U.S.C. 112. 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

10. Claims 1-14 and 42-43 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

A. Claims 1 - 14 are indefinite in the recitation of " substantial costimulatorv 
activity" in claim 1 , because the metes and bounds of the recitation are unclear. 

First, the term "substantial" is a relative term which renders the claim indefinite. 
The term is not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the metes and bounds of the invention. Second, 

Second, the term "costimulatory activity" is indefinite, because one of ordinary 
skill in the art is aware that "costimulation" is a complex multifaceted process, which 
may affect some or all of T cell proliferation, maturation, migration, survival, secretion of 
various combinations of cytokines, and/or other processes. It is not clear which aspects 
of "costimulation" are encompassed in the instant recitation of "costimulatory activity." 
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B. Claims 42 and 43 are indefinite in the recitation of " said polypeptide ," because 
the recitation lacks antecedent basis in the preceding part of the claim. Therefore, one 
of ordinary skill in the art would not be reasonably apprised of the metes and bounds of 
the claimed invention. Applicant is invited to amend the claim to recite "said polypeptide 
fragment." 

Applicant is reminded that any amendment must point to a basis in the 
specification so as not to add new matter. See MPEP 714.02 and 2163.06. 



1 1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor of carrying out his invention. 

12. Claims 42 and 43 are rejected under 35 U.S.C. 112, first paragraph, as 

containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention. 

The specification does not provide a sufficient enabling description of polypeptide 
fragments comprising the specified amino acids of SEQ ID NO:4, wherein the fragments 
inhibit binding of murine B7-H1 to murine PD-1 . 

The specification does not appear to have provided sufficient guidance as to 
which subsequences of SEQ ID NO:4 would share the presumed ability of the full-length 
SEQ ID NO:4 polypeptide. Neither does the specification appear to have provided 
adequate working examples of such functional fragments. Thus it would require undue 
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experimentation of the skilled artisan to determine which subsequences of SEQ ID 
NO:6 would have the function of the full length molecule. 

Further, the term "comprising" in claims 42 and 43 is open-ended and extends 
the polypeptide to include additional non-disclosed sequences on either or both sides of 
the fragment. As the term "comprising" is applied to sequences other than full length 
SEQ ID NO:4, there does not appear to be sufficient guidance in the specification as 
filed as to how the skilled artisan would make and use the various fragments 
encompassed by the instant claims. A person of skill in the art would not know which 
sequences are essential, which sequences are non-essential, and what particular 
sequence lengths identify essential sequences. Without detailed direction as to which 
amino acid sequences are essential to the function of the encoded polypeptide, a 
person of skill in the art would not be able to determine without undue experimentation 
which of the plethora of polypeptide sequences encompassed by the instant claims 
would share the function of SEQ ID NO:4. 

Without sufficient guidance, the structural features of B7-H1 fragments that inhibit 
binding of murine B7-H1 to murine PD-1 are unpredictable; thus the experimentation left 
to those skilled in the art, is unnecessarily, and improperly, extensive and undue. 



13. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 
that form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a 
printed publication in this or a foreign country, before the invention thereof by the applicant for a patent 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for patent in the 
United States. 
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14. Claims 1 - 4 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Linsley et al. (US Patent No. 5,580,756; see entire document). 

Linsley et al. teach and claim a purified costimulatory polypeptide B7 (see entire 
document, in particular, e.g. the Claims). As a person of skill in the art was aware at the 
time the invention was made, B7 (CD80) polypeptide shares sequence homology with 
the instantly claimed B7-H1 polypeptide, and as such, represents "a variant of a wild- 
type costimulatory polypeptide that binds PD-1 ." The skilled artisan was further aware 
that B7/CD80 does not detectably bind PD-1 , and thus "has reduced binding affinity for 
PD-1 compared to the wild-type [B7-H1]." Given the limited degree of sequence 
homology between B7/CD80 and B7-H1 , B7 "comprises a substitution of one or more 
amino acids of the wild-type [B7-H1]." 

Therefore, the reference teachings anticipate the instant claimed invention. 



15. Claims 42 and 43 are rejected under 35 U.S.C. 102(a) as being anticipated 
by Freeman et al. (US Pat. Pub. 2002/0102651; see entire document). 

Freeman et al. teach and claim an isolated polypeptide B7-4, which is an 
alternative name of the instantly claimed B7-H1 , and fragments thereof (see entire 
document, in particular, e.g. the Abstract, and claim 12). Since the full-length 
polypeptide taught by Freeman et al. inherently comprises any fragment of the same 
polypeptide, including those fragments comprising the specific amino acids recited in 
claims 42 and 43, the teachings of Freeman et al. anticipate the instant claimed 
invention. 
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16. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

17. Claims 42 and 43 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 36 and 36 of 
copending Application USSN 10/890,789. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the claims both 
applications are drawn to proteins comprising fragments of B7-H1 . 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 
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18. Claims 5-14 would be allowable if rewritten to overcome the rejection 
under 35 U.S.C. 112, second paragraph, set forth in this Office Action. 

1 9. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to ILIA OUSPENSKI whose telephone number is 571- 
272-2920. The examiner can normally be reached on Monday-Friday 9 - 5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on 571-272-0841 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

ILIA OUSPENSKI 
Patent Examiner 
Art Unit 1644 

March 8, 2006 



PHILLIP GAMBEL, PH.D Jt> 
PRIMARY EXAMINER 



